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Status 

1 ) K Responsive to communication(s) filed on Aug 15, 2001 . 

2a) □ This action Is FINAL. 2b) 5^ This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters Pros^cuto a^^ the merits is 
closed in accordance with the practice un6er Ex parte Quayle, 1935 CD. 11; 453 O.b. 
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?)□ Claim(s) 

8)0 Claims 
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is/are allowed. 

is/are rejected. 
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are subject to restriction and/or election requirement. 
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10)n The drawing(s) filed on 
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DETAILED ACTION 

1 . Claims 1-4 are pending and under consideration by the Examiner. 
Claim Rejections - 35 U.S.C § 101/112 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 

requirements of this title. 

2a. Claims 1-4 are rejected under 35 U.S.C. 101 because the claimed invention is not supported 
by either a specific and substantial asserted utility or a well established utility. 

Claims 1-4 of the instant invention are directed to isolated nucleic acid molecule comprising 
the nucleotide sequence set forth in SEQ ID N0:1, encoding the polypeptide of SEQ ID N0:2 and 
an isolated nucleic acid encoding the polypeptide comprising the amino acid sequence set forth in 
SEQ ID N0:4. The specification describes the claimed nucleic acid molecule as encoding novel 
human proteins (NHPs), (page 1, lines 25-31). On the same page, lines 30-31, the specification 
describes the novel human proteins encoded by the claimed nucleic acid as having stmctural 
similarity with membrane receptors such as , but not limited to mammalian CD82 and CD37. Instant 
specification also discloses that the NHP encoded by the claimed nucleic acid displays four 
transmembrane regions as have been seen in similar proteins, (see page 15, lines 10-16). However, 
instant specification does not disclose any information regarding physiologic or functional 
characteristics of NHPs, encoded by the claimed nucleic acid molecule. Furthermore, the NHP 
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encoded by the claimed nucleic acid has never been expressed, no biological activity was assayed 
or determined for it and only it's deduced amino acid sequence and general methods of expressing 
recombinant proteins is disclosed. Instant specification asserts that the NHP encoded by the claimed 
nucleic acid can be used; to generate antibodies, as reagents in diagnosis assays for the identification 
of other cellular gene products related to NHP, as reagents in assays for screening for compounds 
that can be used as pharmaceuticals and for the treatment of mental, biological, or medical disorders 
and diseases, (see page 15, lines 18-30). While, the instant specification asserts that the NHP 
encoded by the claimed nucleic acid can be used to treat disorders, and discloses conventional 
protein administration techniques, it does not disclose specific diseases which can be treated or 
diagnosed using the NHP protein encoded by the claimed nucleic acids. The specification establishes 
no connection between any physiological condition or disorder and this protein, i.e, is the NHP of 
the instant application over expressed, under expressed or completely lacking in any disorder? The 
specification provides no working examples as to the activity of the NHP encoded by the claimed 
nucleic acids, and one of ordinary skill in the art would not be able to predict what activity would 
be possessed by the protein of the instant application based solely because it might be related 
mammalian CD82 and CD37. Although instant specification states that the claimed nucleic acids 
and the corresponding deduced amino acid sequences share structural similarity with CD82 and 
CD37, it does not disclose the percent similarity between the claimed nucleic acids or the encoded 
protein to CD82 or CD37. Furthermore, even if there is a high degree of similarity between the 
claimed nucleic acids and those encoding CD82 or CD37, it can not be presumed that structural 
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relatedness is indicative of function. The state of the art is such that functional information can be 
automatically derived from structural information only to a limited extent, (see Sklonick et al, Nature 
Biotechnology, Vol.18, No.3, pages 283-287, especially page 286, middle of column 1). Sklonick 
et al also state that knowledge of the overall structure or domain family is still not enough to 
confidently assign function to a protein. Therefore, one of ordinary skill in the art would not be able 
to predict the activity or physiological importance of the NHP encoded by the claimed nucleic acid 
simply because it shares some homology to CD82 and CD37. Furthermore, instant specification does 
not disclose any information regarding the biological activity or functional data of the protein 
encoded by the claimed nucleic acid, therefore, using it as a research tool to develop therapeutics 
does not provide it with a substantial or specific utility, because, one of ordinary skill in the art 
would not know which diseases to target. Another asserted utility for the claimed nucleic acids and 
the encoded protein is to make antibodies, however, using a protein to generate antibodies does not 
afford said protein a specific utility since any protein can be used to generate antibodies . Yet another 
asserted utility is to use the claimed nucleic acid and the encoded protein as reagents in diagnosis 
assays for the identification of other cellular gene products related to NHP, however, since the 
specification fails to disclose any physiological condition or specific disorders that this nucleic acid 
and the protein it encodes are involved in, this utility is neither substantial nor well-established. 
Therefore, the claimed nucleic acid and the encoded polypeptide do not have a substantial utility 
because basic research is required to study the properties and activity of the claimed polynucleotide 
and the encoded protein. 
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The claimed invention is directed to a polynucleotide encoding a polypeptide of as yet 
undetermined function or biological significance, therfore, unless Applicants demonstrate the 
physiological significance or the biological role of the instant polynucleotide and the protein it 
encodes, the claimed invention is not supported by either a specific and substantially asserted utility 
or a well established utility. 

2b. Claims 1-4 are also rejected under 35 U.S.C. 1 12, first paragraph. Specifically, since the 
claimed invention is not supported by either a specific and substantial asserted utility or a well 
established utility for the reasons set forth above, one skilled in the art clearly would not know how 
to use the claimed invention. Instant specification only discloses the structure of the nucleic acid 
molecule of SEQ ID N0:1, and discloses a deduced amino acid sequence for the encoded protein, 
however, it does not disclose an activity for the encoded protein, and only states that it shares 
structural similarity with CD82 and CD37. Therefore the skilled artisan would not know how to use 
the nucleic acid molecule of SEQ ID NO: 1 or the encoded protein. 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

3. Claims 1 and 2 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 
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3a. Claim 1 recites "...NHP", however, this acronym renders the claim vague and indefinite, 
because it is unclear what this abbreviation stands for. Reciting the full name of the protein in the 
first independent claim would obviate this rejection. 

3b. Claim 2 is indefinite because the claim recites " hybridizes under stringent 

conditions....", which is a conditional term and renders the claim indefinite. Furthermore, some 
nucleic acids which might hybridize under conditions of moderate stringency, for example, would 
fail to hybridize at all under conditions of high stringency. This rejection could be obviated by 
supplying specific conditions supported by the specification which Applicants consider to be 
"stringent." 

Claim rejections-35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form the 
basis for the rejections under this secfion made in this Office action: 
A person shall be entitled to a patent unless -- 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the appHcant for a patent. 

4a. Claims 1 and 2 are rejected under 35 U.S.C § 102(h) as being anticipated by Hillier et al 
(05/16/1997). 

Hillier et al teach an isolated polynucleotide sequence comprising 406 bases, with the 
ACCESSION Number: AA399486. The polynucleotide taught by Hillier et al shares 32.7% over 
all identity and 97.7% identity from nucleotides 52-353 of the polynucleotide sequence of SEQ ID 
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NO: 1 of the present invention. See attached copy of the comparison of SEQ ID N0:1 claimed in 
the instant invention and the sequences of the references (SEQUENCE COMPARISON 'A'). 

The polynucleotide disclosed by Hillier et al has at least 24 contiguous bases of the 
polynucleotide comprising the nucleotide sequence of SEQ ID NO:l, therefore, the Hillier et al 
reference, meets this limitation in claim 1 . 

Instant claim 2 recites "an isolated nucleic acid molecule which hybridizes under stringent 

conditions....", therefore, the polynucleotide disclosed by Hillier et al would be expected to hybridize 

to the instant SEQ ID NO: 1 . 

Therefore the Hillier et al reference anticipates instant claims 1 and 2 in the absence of any 

evidence to the contrary. 

Conclusion 

No claim is allowed. 

Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Fozia Hamud whose telephone number is (703) 308-889,1. 
The examiner can normally be reached on Mondays-Thursdays from 8:00AM to 4:30PM 
(Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary kunz can be reached at (703) 308-4623. 

Official papers filed by fax should be directed to (703) 308-4227. Faxed draft or 
informal communications with the examiner should be directed to (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Group receptionist whose telephone number is (703) 
308-0196. 



Fozia Hamud 
Patent Examiner 
Art Unit 1647 
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RESULT 15 
AA399486 

Locas 

DEFINITION 

ACCESSION 
VERSION 
KEYWORDS 
SOaRCE 
ORGANISM 



REFERENCE 
AUTHORS 



TITLE 
JOURNAL 
COMMENT 



FEATURES 

source 



Euteieostomi; 
Homo . 

Jost, S. , 
Moore, B. 
.Yw Wylie 



BASE COUNT 
ORIGIN 



AA399486 .nfi k 

zt60c07.rl Soares testis nrt SL^ "^^^^ linear EST 16-MAY-1997 
5'. mRNA sequence - sapiens cDNA clone IMAGE:726732 

AA399486 

AA399486.1 01:2053257 

EST. 

human . 

Homo sapiens 

1 (base; f to lot; Catarrhini; Horainidae; 

, ScheilenbS ;'stl;to4 i^""^"''^.' Martin J., 

,T Watersto^:R:'a'fEn;R ''^-^--9,3., white,' 

WashU-Merck EST Project 1997 ' 
Unpublished (1997) 
Contact: Wilson rk 

School of Medicine 
'^Vl: iTr.lrslo'^'''''^ ''''' ^"is, MO 53108 

Fax: 314 286 1810 
Email: est@watsbn.wustl.edu 

"^O.""^^^^^^^^^^ ; contact , the 

Seq primer: -28ml^ revl^S^'from^^am^" Information. 

Location/Qualifiers 

1. .406 

/organism=''Honio sapiens" 
/db_xref ="006 : 5923643 " 
/db_xref="taxoh:9606" 
/clone- " IMAGE : 726732 " 

/clone_lib="Soares_testis nht" 
/sex="male" ~ 

/lab_host" "DHIOB" 

was prepared f rom ™C o^iaf nedi rof ?lonLcf r '^^^ 
- Inc., and primed with ^ i"f -r , . "^^'^'^ ^''""tories 

Double-stranded oDNrSaf??aft»^r^»^'^'''^'''''''f^^T'' 3' 1 • 
(Pharmacia), digested with Not ? adaptors 

1.. ,constr.cteI ^y^B^^^so^ 

0^ t 1 others 



Query Match 32 74. 

Best Local Similarity 97'7%: p^^?.^^'?' 
Matches 347; Conse^at^^e^*' ortis^atcies'^-^^^. 



Length 406; 
Indels 



Gaps 



w^o,acxi.uiies b; Indels 2- G 
52 ---C^AGCACCAGTGGGUi^cii^^iiililiii^^^^^^ 

catggccttgcaga-aattcccaatcca 238 

Db 292 GTGAGAAGGCCATAAACCTTGGCAAGAAAAAGTCTTCTTGGAAAGCATTCTTTGGAGTAG 351 
Qy 299 [^gagaaggaagattcgcagagcacgcc^ 353 



2; 



RESULT 15 
AA399486 
LOCUS 

DEFINITION 

ACCESSION 
VERSION 
KEYWORDS 
SOaRCE 
ORGANISM 

REFERENCE 
AUTHORS 



TITLE 
JOURNAL 
COMMENT 



FEATURES 

• source 



BASE COUNT 
ORIGIN 



zt60c07.rl soares testis NHT hLo f^^^ ^^"^^^ EST 16-MAY-1997 ^ 
5', mRNA sequence? ^^^^^-^"'^ ^""^^ sapiens cDNA clone IMAGE -726732 / 
AA399486 ' -/^o/J^ / 

AA399486.1 GI:2053257 
human , 

Homo sapiens 

Hiir 1 to 4 06) ^atarrhini; Hominidae; Homo. 

•KSa^'i^-'r.acy^iJ'"-^ Dubuque.T., Geisel.Q., Jost S 

, SchellenbergfK'*rstl;?o4.M'?'^?Sn'F' ^^S^"" ' ^-tln;/?^^oor4,B. 
wIshD M^^ff Wilson R."'^-' Thexsang.B.. white.Y., wylie 
washtJ-Merck EST Proiect 1997 
Unpublished (1997) 
Contact: Wilson RK 

Tel: 3?4 286 feSo ^^O^' Louis, MO 63108 

Pax: 314 286 1810 

Email: est8watsbn.wustl.edu 

IMAGE Con^%r1l^1L^5^IC,^2^'r„f-\th.oagh llkl , contact , the 
se, -8.13^.ev2^^^^^^^^^^ i„|-U°^ ^-ther Infection. 

1. .406 

/°f9anism=."Homo sapiens" 
/db_xr e f - " GDB ; 5 9 2 3 6 4 3 " 
/db^xref-xtaxob : 9606" 
/clone=■ " IMAGE : 7 2 5 7 3 2 " 

/I ab_hos t= " DHl OB " 

'pXu:itT^^^^^^ With a modified 

was prepared from mRNA obtainel~frorp/^; ^^NA 

' Inc., and primed with a Hn^ T ,?^°''^^^^ laboratories 

TGTTACCAATCTGAAGTGGGAGCGG?CG?^rL;.Si^^^ P^i"'^^ fS' 

Double-stranded com was i^^^^ 3']. 
(Pharmacia), digested CuJ Sot ? ^n/''? «I adaptors 

12. 3----te. Bento So .p^^^^^^- 

y B-i t 1 others 



Query Match 17 7» 

Best Local similarity 97 7%: 
Matches 347; Conservative 



Qy 


1 


Db 


52 


Qy 


61 


Db 


112 


Qy 


121 


Db 


172 


Qy 


180 


Db 


232 


Qy 


239 


Db 


292 ( 


Qy 


299 1 


Db 


352 ^ 



Score 321.4; DB 9- 
Pred. No. 1.3e-79; ' 
0 ; Mismatches 6 ; 



Length 406; 
Indels 



2 ; Gaps 



2; 



t?nnirr"rrrrrMrn?rnrrn???????'="'=^^'t-"caagagcacccct 

GCTCT(3CTTCTCACCiUAGci<lc^iGAGililiiliiUi.^i''ii'^ ' I I I I I I I 



120 



179 



M m????'f^"''°'=^^'°°3 238 



298 



